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Assistant Commissioner of Patents 
Waahingtjjn, DC 20231 

Sin 

I, John 10 vin Colling am presently employed as Vice Presidemfor; 
Research ind as Associate Professor in the Departments of Medicine • 
and Mien biology, at University College Carle - National University -of 
Ireland, Code, College Road, Cork, Ireland My Curriculum VudMi, 
attached 1 ereto, I do solemnly and sincerely declare as follows: 

1. I ma authorized to make this Declaration on behalf of the 
ApiUoants. 

2, I sj n an inventor in respect of the above Application and I 
art nded at an interview with the Examiner on January 17, • 
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Durii tg the interview, which was also attended by Mr, Buifegv y - ' 



Perej and Dr. MixyAnne Armstrong of the firm Birch 



• Kola lot & Birch. LLP, the invention was discus sed and it fl&Mi... ; ' 
agree dthat amended claims would be filed and these wcrclf 4 
by w ly of a Supplemental Amendment on January 22, 2003. ; . , 

Aa n quested by the Examiner, I have given further 
eons deratioji to certain definitions queried by her, namely the" . , 
term i *nuitaht n , "variant" and "closely related baetc^ii ,, a* uaei ',■ 

in tit % .conceit of the present invention, 

. ,• ' • • 

Aa r igards a definition of a variant/mutant, it was agreed at .the: . 
intex view that variants were inclusive of mutants. In edition i; 
state i I that Variants could include extra-chromosomal genetic : '- .• 
eletientl, e.g. plasmids, transposoni, bacteriophage, Which 
won dj genoiypically and phenotypically add new properties' toa 
titxt? i iwfthojut mutation or changing the base sequence of |tha : '; : 
bact ttlal gebome, As I recall it waa agreed after a detailed 
disc ftsion at the interview that the term "variant" was the mosjr - 
wajprehensiYO and suitable definition currently available. ■ 
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As tabards {be definition of "closely related bacteria' 1 ; . 
refia f 10 previous submissions filed during the course of •••>«.' 
proiecutioriof this Application. I would also streaa that. '„ 
baci eriocmj have classically been described as secreted , 
prol efcacedus factors that inhibit similar attains to that oi thft ], 
stra nil produced or other closely related strains. In this contMv 
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we h focltaed our research on two strains, namely .yC^Tf j 

I else advised the Examiner that in subsequent research I J^^"';i, 
scieeoed thousand* of faecal lactobacilhia isolates firotrk a : 
of vc hkteerj pud hive failed to find strains with similar antl- • :j* 
mionrtiial profiles of UCCl andUCCll*. Thii ii fuiliief 
that 

Bcca a to strains with specific properties. These conffer a . 
selet p nuMval advantage to the strain within the hmnari 



tract Further onsoinsre*e*rchiiconftrn^lig; 
thesi jesulti I also advised the Exemhar that bacterid 
that' ^Ionise the human gut are specifically adapted 
to a naique imcit>eiivironment which may be the reault of' :; if-.. 
thoii liodi olf yean of co-evolution. This was illustrated in : . 
hum an fisedaig studies where UCC11S is the only Mwfalpj., 
to c< ii jnke ji human volunteer for greater than one f^**^*^'-'- 1 



folic >wing citation of feeding. This unique finding supports m'e 



case 



1 8-FEB-03 16:1* 



tnat inkins isolated in this manner (from resected and.. 



ws&Ud human gastrointestinal tract) have unique ab^eift^ 



adhi arp, surjive and compete in the complex milieu o: 
mviC his and! mucosal immune system that is the human 



gaslraintesinal tract. 
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